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In response to Office Action dated October 31, 2007 

REMARKS 

Claims 1-21 are currently pending in the application. By this Amendment, claims 1 and 5 
have been amended. 

In the present Office Action, claims 1-13 are rejected under 35 U.S.C. § 1 12, first 
paragraph, for failing to comply with the enablement requirement. Claims 3, 4, 7, 12, and 13 are 
rejected under 35 U.S.C. § 1 12, first paragraph, for failing to comply with the written description 
requirement. Claims 1-3 and 5-1 1 are rejected under 35 U.S.C. § 102(e) as being anticipated by 
U.S. Publication No. 2003/0125662 to Bui (hereafter "Bui"). The Office Action indicates that 
claims 14-21 are allowed. Insofar as these grounds for rejection apply to the present claims, the 
Applicant respectfully traverses. Reconsideration of the previously rejected claims and favorable 
action is requested in light of the above amendments and the following remarks. 

Allowed Claims 

Applicant wishes to thank the Examiner for the indication that claims 14-21 are allowed. 

Enablement of claims 1-13 

The Office Action again rejects claims 1-13 for failing to comply with the enablement 
requirement of 35 U.S.C. § 1 12. Particularly, the Office Action states that the feature of 
facilitating conservative application of sedatives or analgesic drug delivery was deemed deficient 
because it was not clear what a conservative application is. 

Applicant continues to respectfully submit that enabling support for the particular claimed 
feature is included in the text of Applicant's prior application that is incorporated by reference. 
As noted in paragraph 0026 of the present specification, "An example of sedation and analgesia 
system 22 is disclosed and enabled by U.S. patent application Ser. No. 09/324,759, filed Jun. 3, 
1999 and incorporated herein by reference in its entirety." Application Ser. No. 09/324,759 
issued as U.S. Patent No. 6,807,965 on October 26, 2004. Enabling description of conservative 
drug application is disclosed literally throughout specification and claims of the issued patent. 
The issued patent specification states, for example at column 7, lines 18-21, that "an electronic 
controller receives instruction signals generated from the system monitor and conservatively 
controls (i.e., curtails or ceases) drug delivery in response thereto." The patent specification also 
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states at column 10, lines 58-62, "If the monitored patient data is outside of a safe range, 
electronic controller 14 sends instruction commands (signals) to drug delivery controller 2a (FIG. 
4A) instructing drug delivery controller 2a to conservatively manage (e.g., reduce or cease) drug 
delivery (FIG. 4B, 18b)." Further, the patent specification states at colimm 25, lines 31-37: "the 
software effecting electronic management of drug delivery by controller 14 employs 
'conservative decision-making' or 'negative feedback' principles. This means, for example, that 
the electronic management of drug delivery essentially only effects an overall maintenance or 
decrease in drug delivery (and does not increase drugs to achieve overall increased 
sedation/analgesia)." 

Claims 1 and 5 have been amended to clarify the definition of conservative application. 
Based on the disclosure of the '965 patent that is incorporated by reference in the present 
application, Applicant respectfully submits that the current language of claims 1-13 is fully 
enabled. Thus, Applicant requests withdrawal of the rejection under 35 U.S.C. § 1 12. 

Written Description Requirement 

The Office Action rejects claims 3, 4, 7, 12, and 13 for failing to comply with the written 
description requirement of 35 U.S.C. § 1 12. 

With respect to claims 3 and 7 (claim 12 does not appear to include the language at 

issue), the Office Action alleges that there is no disclosure of delivering oxygen, changing drugs, 

testing patient responsiveness, or delivering positive airway pressure being part of conservative 

application of an anesthetic or sedative. Claims 1 and 5, on which claims 3 and 7 depend, have 

been amended to clarify the response to include the effectors mentioned in 3 and 7 (delivering 

oxygen, etc.). Disclosure satisfying the written description requirement is found in paragraphs 

0028 and 0038 of the specification: 

Based on the comparison, controller 14 may command a conservative application of drug 
delivery and/or other suitable effectors in accord with such parameters at safe, cost- 
effective optimized values. 

For example, the effectors of step 105 include, but are not limited to, alarming, 
decreasing drug levels, delivering oxygen, changing drugs to, for example, an opioid 
antagonist, requesting the monitoring system, such as sedation and analgesia system 22, 
to gather more data, testing patient responsiveness, and/or delivering positive airway 
pressure. 
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With respect to claims 4 and 13 (and presumably claim 12), the Office Action alleges that 
there is no disclosure of comparing both the first and second parameters against safety 
parameters first, and then using the first and second parameters to obtain a third parameter. 
Claim 4 states that the electronic controller "further accesses a third patient parameter and 
comprises using the monitored data for the first patient parameter and the second patient 
parameter to calculate said third patient parameter that is compared against said safety parameters 
for said third patient parameter" (emphasis added). Claim 4 describes a process where the first 
and second parameters (the monitored data) are used to obtain a third parameter, but it does not 
require comparing the first and second parameters to the safety parameters first. When coupled 
with claim 1, claim 4 describes an additional capability of the controller and the calculation of 
the third parameter could occur at the same time or before the comparison of the first and second 
parameters to the safety parameters because it can be a separate, parallel function of the 
controller. Similarly, claim 12 includes " after the monitorins step [of claim 5], the step of using 
the monitored data for the first patient parameter and the second patient parameter to calculate a 
third patient parameter" (emphasis added). Thus the step of calculating a third parameter is after 
the monitoring step and thus prior to or in parallel with the step of ascertaining whether any of 
said data is indicative of a negative patient episode (e.g., comparing the first and second 
parameters to safety parameters). Relevant disclosures are found in paragraphs 0016 and 0057- 
0062. 

Applicant respectfully submits that the current language of claims 3, 4, 7, 12, and 13 
satisfies the written description requirement. Thus, Applicant requests withdrawal of the 
rejection under 35 U.S.C. § 112. 

Not Anticipated by Bui 

Claims 1-3 and 5-1 1 are rejected under 35 U.S.C. § 102(e) as being anticipated by Bui. 

Bui (as described in the Abstract) discloses a medical treatment administration system for 
delivering a medical treatment to a patient. The system has a medical device, an electronic 
processor coupled to the medical device, and a sensor coupled to the processor. Based on signals 
from the sensor, the processor regulates the distribution of medical treatment to the patient over a 
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period of time. 

To establish a prima facie case of anticipation under 35 U.S.C. § 102, the reference must 
teach every aspect of the claimed invention either explicitly or impliedly. Any feature not 
directly taught must be inherently present. MPEP 2131. Applicant respectfully submits that this 
criterion has not been met for Bui as applied to claims 1-3 and 5-1 1 of the present invention. 

Claim 1 of the present application recites, in part, "wherein if the comparison of said first 
or second parameter with said safety parameters is inconclusive, the electronic controller 
provides normal system ftmctionality without alerting clinicians while determining whether one 
patient health monitor device can confirm a potential condition indicated by the other patient 
health monitor device." Claim 5 recites, in part, "if any of said data is inconclusive, providing 
normal system functionality without alerting clinicians while determining whether one monitor 
can confirm a potential condition indicated by at least one other monitor." 

Thus, claims 1 and 5 describe how the invention incorporates the natural relationships of 
patient parameters in order to increase monitoring specificity by reducing false positive alarms 
resulting from spurious data and inconclusive data. Bui does not teach or suggest providing 
normal system functionality without alerting clinicians if sensor data from multiple monitors is 
inconclusive. Thus, it is respectfully submitted that claims 1 and 5 are distinguishable over the 
applied reference for at least the reasons described above. Therefore, withdrawal of the rejection 
of claims 1 and 5 is respectfully requested. 

Claims 2-3 and 6-1 1 depend directly or indirectly from claim 1 or 5 and incorporate all 
the limitations therein. Thus, Applicant respectfully submits that claims 1-3 and 5-1 1 are 
allowable over Bui for at least the reasons cited with respect to claims 1 and 5. 
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Conclusion 



In view of the foregoing, the Applicant respectfully requests that the Examiner enter the 
above-noted amendments before the application is examined upon the merits, and that the above 
remarks be fully considered in conjunction therewith. Timely allowance of all currently pending 
claims and the issuance of a Notice of Allowance are requested. 

The Applicant has filed this Response and Amendment without increasing the number of 
claims above the number previously submitted or paid for. Accordingly, any no additional 
claims fees are believed to be due at the present time. If such fees or any other fees associated 
with the filing of this paper are due at this time, please charge the fees to our Deposit Account 
No. 50-1349. Also, please credit any overpayments to Deposit Account No. 50-1349. 

The Examiner is invited to contact the Applicant's undersigned representative via 
telephone if such would expedite prosecution of this application toward allowance. 



555 13'" Street, N.W. 
Washington, D.C. 20004 
Telephone: 202-637-5600 
Facsimile: 202-637-5910 

Customer No. 24633 



Respectfully submitted, 



Dated: April 30. 2008 



HOGAN & HARTSON LLP 
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